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Estimated Percentage of Patients Diagnosed, 

Treated and type of therapy in Brazil. 

 

Brazil (2007):  

Diagnosed ~  10% 

Treated       ~ .79% 

 

Kershenobich D et al. Liver Intl., 2011. 
Adapted Datasus 



        Low SVR rates in real life settings (~30%) 

2002 - 2012: need to improve! 

66.150 

122.850 

189.000 Treated 
 

Failure 
 

SVR 
 

Adapted Datasus 



But...what really matters? 

Is it possible to change?? 



Sinergy Trial (NIH Study): design  

Hard to treat population*, all oral, short duration, naïve. 

* 88% African-American, 72% male, 70% genotype 1a, 70% high viral load, 

  82% non-CC haplotype, 25-35% > F3 

http://www.natap.org/2014/CROI/croi_110.htm 

**Non-NUC 

**PI 

** 

** 



Sinergy Trial (NIH Study): results. 

No side effects, no descontinuations. http://www.natap.org/2014/CROI/croi_110.htm 
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SMV+SOF±RBV in HCV GT 1 Treatment Naïve and  
Prior Null Responders with F3–4 (Cohort 2) 

Phase 2, randomized, open-label study, stratified by ? 

COSMOS (SMV+SOF±RBV) ‡ 

Arm 1 (n=30) 

Arm 2 (n=16) 

Arm 3 (n=27) 

Arm 4 (n=14) 

Weeks 

0 12 24 36 48 

SMV  + SOF + RBV 

SMV +  

SOF + RBV 

SMV + SOF 

SMV+ 

SOF 

Post-treatment 

follow-up 

Post-treatment follow-up 

Post-treatment follow-up 

 Primary endpoint SVR12  

Post-treatment 

follow-up 

Demographics: 
44-74% Male 
3-19% African American; 10-31% Hispanic/Latino 
Median Age: 57-58 yrs old 
IL28B: non-CC: 71-88% 
HCV Genotype 1a 75-82% 
Median baseline viral load 6.3-6.7 log10  
Cirrhosis by biopsy: 41-63% 

 

Lawitz E EASL, 2014, O165 

Clinical trials.gov:  NCT01466790 
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COSMOS (SMV+SOF±RBV) ‡ 

 No viral breakthrough 

 Relapse occurred in 3 GT1a-infected patients 

 Most common AEs:  fatigue 37.9%, headache 19.5% 

 Four serious AEs reported 

 One patient D/C treatment due to AE 

Lawitz E EASL, 2014, O165 
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Trial Pt type 
Treatment 

duration 
SVR12 Virologic failure  

SAPPHIRE-I GT1, TN 12 wks 

96%  

GT1a – 95% 

GT1b – 98%  

VBT 0.2% 

Relapse 1.5% 

SAPPHIRE-II GT1, TE  12 wks 

96%  

GT1a – 96% 

GT1b – 97% 

VBT 0% 

Relapse 2.4% 

PEARL-IV GT1a, TN 12 wks 

92% overall  

90% no RBV 

97% + RBV 

No RBV – 8% 

+ RBV – 2% 

PEARL-III GT1b, TN 12 wks 
99% overall 

99% +/- RBV 

No RBV– none 

+ RBV:  

VBT 0.5%; 

relapse 0% 

PEARL-II GT1b, TE 12 wks 

98% overall  

100% no RBV 

97% + RBV 

None 

TURQUOISE-II 

GT1 with 

compensated 

cirrhosis,  

TN, TE 

12 or 24 

wks 

94% overall  

92% 12 wks 

96% 24 wks 

12 wk :  

VBT 0.5%; 

relapse 5.9% 

24 wk :  

VBT 1.7%; 

relapse 0.6% 

Target Profile 

 FDC ABT-450/RTV/ABT-
267 dosed QD (2 pills) 

 ABT-333 dosed BID 

 12 week treatment 
duration for non-cirrhotic 
patients  

 GT1a TN, GT1 TE, and 
cirrhotic patients require 
RBV in regimen 

 

Generic Drug Names 

ABT-333 = Dasabuvir (NNI) 

ABT-267 = Ombitasvir (NS5A) 

ABT-450 = Veruprevir (PI) 

AM PM 

450/r/267 450/r/267 333 

333 

RBV 
RBV RBV 

RBV 

RBV 
RBV 

RBV 

RBV 

AbbVie HCV Clinical Development Program 
ABT-450/RTV/ABT-267+ABT-333±RBV in GT 1 Patients 

‡ 



Probably possible to 

change.... 



An evolving landscape... 

Acute  
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Chronic  
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...and a race against the clock! 

Target populations are changing! 

Before 90’s  90’s: the IFN Era  2000’s: the PegIFN Era  After 2012: the DAA Era 

General 

Population 

PWID 
Poverty 

General 

Population 

PWID 
Poverty 

 

General 

Population 

PWID 
Poverty 

 And beyond... 

 

 

General 

Population 

PWID* 
Poverty 

PWID* 

Poverty 

 

 
GP 

How much eager to fight for 

the patients will the Society be? 

Need a comprehensive policy NOW! 

*crack 



Science is almost all done! 

Now the challenge is to 

provide access(diagnostic 

and therapy)! 



Science done! Now to become affordable 



1996-2008: 12 years! 

2011-2013: 2 years from PI 1 
to PI 2 + NUC (SOF)! 

HCV 

We learn a lot 

with ART  

Development! 



Dramatic shift on HIV related  

death rate after HAART. 
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An ideal landscape (access): a new beggining! 

Acute  

Infection:  

 

Chronic  

Infection:  

 

 After 2012: the DAA Era 

Disease:  

 

Death:  

 

Cure:  

 

Decrease 

(high selected sets) 

Stable 

(decrease) 

Stable 

(decrease 
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 2014 & beyond: DAA Era & IFN free 
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Decrease 

 

High 

   



Science is almost all done! 

Now the challenge is to 

provide access (diagnostic 

and therapy)... 

and simplicity! 



Access to diagnosis and therapy plus 

simplicity = opportunities and inclusion 

Today: the disease 

 Treat “ill” people ie “F2”, F3 and F4 

 But not so ill: advanced disease, 

comorbidities, elderly people 

 Excluded: HIV-HCV, incarcereted, 

PWID, homelless, comorbidities, 

certain genotypes and previous 

non responders 

 HAVE TO HAVE: several and 

complicated laboratory and 

other diagnostics tools, a place to 

treat, a team approach, a 

hospital to go (ie: side effects), 

other drugs to treat side effects 

and a huge budget 

Soon: the infection 

 Treat “infected” people 

 Treat all*: mild to severe, single to 

multiple diseases 

 Inclusion will be the rule: HIV-HCV, 

incarcereted**, PWID**, homelless, 

comorbidities, pangenotype and 

previous failures 

 HAVE TO HAVE: simple tools (point of 

care), an average clinic, compliance 

and, still, a huge budget (or not: State 

policies, affordable drugs and 

partnerships) 

                        * Potentially all  

                       ** Opportunity to do DOT!!!! 

 



Simplifying the model of care 

 International guidelines 
(including for resource 
constrained settings) 

 

 Low cost/technology 
diagnostics 

 Point of care antibody 
testing 

 Dried blood spots for HCV 
RNA testing 

 

 Expansion of non-invasive 
disease staging 

 
Adapted from Mehta SH, 2014 



And simplifying the medical care 

X 





EASL, IDSA, Veteranos EUA 



Novo cenário! 



Crossroad  

 This is no longer a simple 

medical decision: this is too 

heavy to be on our shoulders 

 IFN based (and even PI first 

generation): by far 

inadequated  

 IFN free: still beggining but 
much better 

 Pragmatic vs Need to treat 

 How to not become a 

“companie’s hostage” 

 Using (in favor) the Natural 

History of disease 

 Not all patients need to be 
treated “now” 





Key Actors 

Government (MOH) 

WHO & Brazilian new WHO resolution 

Pharmaceutical and Diagnostics Companies 

NGO & Advocacy (including official) 

Scientific Societies 

Media 

  

 



Manufactoring an immunobiologic agent 

Sometimes works..... 

Sometimes not! 

Difficult to obtain a good generic agent 



Manufactoring an antiviral agent 

Always works..... 

Need to push for generic agents or fair prices! 



What we learned with HIV drugs? 

Advocacy plus.... Generics! 



We don’t need to be a hostage to the Market anymore! 

Unlimited profits! Partnership is better! 

http://www.nih.gov/science/amp/index.htm 



Brazil is doing what have to do! 



After starting IFN free Era 

Epidemiology 
 Potential to a dramatic 

change 

 Harm Reduction: key to 

avoid reinfection among 

selected people 

 Vaccine: still necessary 

among selected people 

(PWID, poverty) 

Burden 
 Potential to a dramatic 

change 

 Less deaths and 
complications 

 Need to have a Global 
approach to 
avoid/minimize therapy 
exclusions and 
preventable 
infections/reinfections 



We saw that before: a changing 

scenario and a new way to think! 

 HIV: lethal disease to a chronic disease with   

functional “cure” 

 HCV: chronic and potencially lethal disease to 

a curable infection 

Therapy as dual prevention: infection & disease 

 Not only a therapeutic change but an entire 

new approach and act plan!!!!! 

 

 



          Conjuntura da Terapia da Hepatite C 

Terapia Atual 

↓Efetividade 
↑Efeitos Colaterais 
 Difícil ingesta  
(adesão ruim) 

$$ 

Terapia Futura (≥ 2014) 

↑Efetividade 
↓Efeitos Colaterais 
 Fácil ingesta 
(adesão facilitada) 

$$$$$$$$$ 

 Coinfecção HIV 
 IFN intolerantes 
 PWID/Encarcerados 
 Pré-Pós-Transplante 

Negociação 

Problema 1: 

Custo!!!!!! 

X 
$$ - possibilidade de ≤ gasto atual com a terapia 
vigente (minimizar/eliminar impacto orçamentário – 
mesmo dinheiro!) 

Problema 2: 

Anvisa!!!!!! 

Priorizar (Ação Política & Estratégica!!) 
NÃO é indicação da “Indústria”:AASLD, EASL e OMS! 

Pactuar  ONG/Soc.Científicas/Legislativo/Farma  
Reconhecer que o warehousing ocorre 



      David Capistrano teached us the        

  correct questions: 

 

 

 

 

(  )“Is it possible?” 

 

(  ) HOW TO MAKE IT HAPPEN? 



       David Capistrano teached us the      

    correct questions: 

 

(    )“Is it possible?” 

 

( X ) HOW TO MAKE IT HAPPEN? 

Few weeks after the 1996 Vancouver Conference the first city in Brazil (before the 

country!) to buy 200 therapies for public patients was Santos, in where he was the mayor. 





Everything new: deal with the burden (liver disease) 

and modify epidemiology (treat infection)! 

Thank you for your attention! 


